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1.0 Introduction

Environmental monitoring is adjunct to a sterility assurance program and is used to evaluate the ef-
fectiveness of microbial controls used in the manufacture of sterile pharmaceutical products.

PDA first published guidance on environmental monitoring in the form of Technical Report No. 13 in
1990, and revised the guidance in 2001. This is the second revision of that guidance.

The task force chose to reference the ISO cleanroom classifications as benchmark recommendations
throughout the Technical Report. However, cleanroom classifications expectations are different per
region. Regulatory and compendial classifications have been identified in Tables 3.0-1 and 3.0-2 for
the United States of America, the European Union, and Japan.

1.1  Purpose

This document was created to aid in the establishment of an environmental control and monitoring
program that is meaningful, manageable, and defendable. This revision updates microbiological and
particulate control concepts and principles as they relate to facilities involved in the manufacture of
sterile pharmaceutical products and other designated controlled environments. It expands on PDA’s
2001 revision of Technical Report No. 13 to reflect substantial changes to regulatory guidelines, inter-
national standards, and scientific advances in environmental monitoring procedures and equipment.

This document should be viewed as technical guidance; it is not intended to establish any voluntary
or mandatory standards.

1.2 Scope

This document serves as a resource on controlled environmental test methods, and although some
nonviable particulate information is included, the report’s primary focus is microbiological control
for sterile product manufacturing.

This document addresses international standards and regulatory guidances, elements of an environ-
mental monitoring program, and environmental monitoring by application. Current guidelines for
typical environmental monitoring frequencies and levels for pharmaceutical water are covered in the
appendix.

1.2.1 Exclusions
1.2.1.1 Bioburden Monitoring

Product or component bioburden monitoring is not considered part of all environmental monitor-
ing programs and is therefore outside of the scope of this technical report. Incubation media, times,
and conditions are also not addressed in this document, as individual monitoring circumstances and
requirements will vary and most regulatory expectations are that the sampling conditions should be
justified and validated.

1.2.1.2 Other Environmental Control Support Activities

In order to ensure a consistently acceptable controlled environment, a comprehensive environmental
control program should be supported by:

»  Sound facility design and maintenance
e  Established documentation systems
¢ Validated/qualified sanitization/disinfection procedures

e Reliable process controls
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